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Subpart F—Records and Reports

§114.100 Records.

(a) Records shall be maintained of ex-
aminations of raw materials, packag-
ing materials, and finished products,
and of suppliers’ guarantees or certifi-
cations that verify compliance with
Food and Drug Administration regula-
tions and guidelines or action levels.

(b) Processing and production records
showing adherence to scheduled proc-
esses, including records of pH measure-
ments and other critical factors in-
tended to ensure a safe product, shall
be maintained and shall contain suffi-
cient additional information such as
product code, date, container size, and
product, to permit a public health haz-
ard evaluation of the processes applied
to each lot, batch, or other portion of
production.

(c) AIll departures from scheduled
processes having a possible bearing on
public health or the safety of the food
shall be noted and the affected portion
of the product identified; these depar-
tures shall be recorded and made the
subject of a separate file (or log identi-
fying the appropriate data) delineating
them, the action taken to rectify them,
and the disposition of the portion of
the product involved.

(d) Records shall be maintained iden-
tifying initial distribution of the fin-
ished product to facilitate, when nec-
essary, the segregation of specific food
lots that may have become contami-
nated or otherwise unfit for their in-
tended use.

(e) Copies of all records provided for
in paragraphs (b), (c), and (d) of this
section shall be retained at the proc-
essing plant or other reasonably acces-
sible location for a period of 3 years
from the date of manufacture.

§123.3

PART 123—FISH AND FISHERY
PRODUCTS

Subpart A—General Provisions

Sec.
123.3 Definitions.

123.5 Current good manufacturing practice.
123.6 Hazard Analysis and Hazard Analysis
Critical Control Point (HACCP) plan.

123.7 Corrective actions.

123.8 Verification.

123.9 Records.

123.10 Training.

123.11 Sanitation control procedures.

123.12 Special requirements for imported
products.

Subpart B—Smoked and Smoke-Flavored
Fishery Products

123.15 General.
123.16 Process controls.

Subpart C—Raw Molluscan Shellfish

123.20 General.
123.28 Source controls.

AUTHORITY: Secs. 201, 402, 403, 406, 409, 701,
704, 721, 801, 903 of the Federal Food, Drug,
and Cosmetic Act (21 U.S.C. 321, 342, 343, 346,
348, 371, 374, 379, 381, 393); secs. 301, 307, 361
of the Public Health Service Act (42 U.S.C.
241, 2421, 264).

SOURCE: 60 FR 65197, Dec. 18, 1995, unless
otherwise noted.

EFFECTIVE DATE NOTE: At 60 FR 65197, Dec.
18, 1995, part 123 was added, effective Decem-
ber 18, 1997.

Subpart A—General Provisions

§123.3 Definitions.

The definitions and interpretations
of terms in section 201 of the Federal
Food, Drug, and Cosmetic Act (the act)
and in part 110 of this chapter are ap-
plicable to such terms when used in
this part, except where they are herein
redefined. The following definitions
shall also apply:

(a) Certification number means a
unique combination of letters and
numbers assigned by a shellfish control
authority to a molluscan shellfish
processor.

(b) Critical control point means a
point, step, or procedure in a food
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